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DECISION ON APPEAL 

This is a decision on appeal under 35 U.S.C. §134 from the examiner's final 
rejection of claims 1-13, which are all of the claims pending in this application. 

Claims 1,3, 10 and 12 are illustrative of the claims on appeal and read as 
follows: 

1 . A composition of matter comprising an isolated polypeptide consisting 
essentially of SEQ ID NO:2 or a phenotypically silent amino acid 
substitution variant thereof that specifically binds to an anti-Ehrlichia antibody. 



1 We note this application is related to Serial No. 09/765,739, Appeal No. 2005- 
2708 and Serial No. 10/054,354, Appeal No. 2005-1610. Appeals in both of these 
applications were also heard on November 17, 2005. 
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3. An article of manufacture comprising packaging material 
and, contained within the packaging material, a polypeptide comprising the polypeptide 
consisting essentially of SEQ ID NO:2 or a phenotypically silent amino acid substitution 
variant thereof that specifically binds to an anti-Ehrlichia antibody. 

10. A composition of matter comprising an isolated polypeptide that is 20 amino 
acids in length, which comprises SEQ ID NO:2 or a phenotypically silent amino acid 
substitution variant thereof that specifically binds to an anti-Ehrlichia 
antibody. 

12. A composition of matter comprising an isolated polypeptide that is 20 amino 
acids in length, which comprises SEQ ID NO:2 or a conservative amino acid 
substitution variant thereof that specifically binds to an anti-Ehrlichia antibody. 



The prior art reference cited by the examiner is: 
Rikihisa et al. (Rikihisa) WO 99/1 3720 Mar. 1 999 



Grounds of Rejection 

Claims 1-13 stand rejected under 35 U.S.C. 112, first paragraph for lack of 
written description. 

Claims 1-13 stand rejected under 35 U.S.C. 112, first paragraph for lack of 
enablement. 

Claims 1-13 stand rejected under 35 U.S.C. 102(a), as anticipated by Rikihisa. 
Claims 1-9 stand rejected under 35 U.S.C. 112, second paragraph, as indefinite. 
We reverse the rejections for claim indefiniteness, lack of written description and 
enablement. We affirm the rejection of claims 1-13 for anticipation. 
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Claim Grouping 

For each rejection appellants do not argue individual claims separately. Brief, 
page 2. Therefore, we treat each statutory grounds of rejection separately, and select 
claim 1 as representative of the claims on appeal for each rejection before us. 37 
C.F.R. § 41 .37(c)(1 )(vii) (September 1 3, 2004). 

. DISCUSSION 

Claim Interpretation 

Our appellate reviewing court stated in Panduit Corp. v. Dennison Mfg. Co .. 
810 F.2d 1561, 1567-1568, 1 USPQ2d 1593, 1597 (Fed. Cir.), cert denied, 481 U.S. 
1052(1987): 

Analysis begins with a key legal question -- what is the 
invention claimed? Courts are required to view the claimed 
invention as a whole. 35 U.S.C. 103. Claim interpretation, 
in light of the specification, claim language, other claims and 
prosecution history, is a matter of law and will normally 
control the remainder of the decisional process. [Footnote 
omitted.] 

To that end, we also note that during ex parte prosecution, claims are to be given their 
broadest reasonable interpretation consistent with the description of the invention in the 
specification. In re Zletz . 893 F.2d 319, 321, 13 USPQ2d 1320, 1322 (Fed. Cir. 1989); 
In re Crish . 393 F.3d 1253, 1256, 73 USPQ2d 1364, 1367 (Fed. Cir. 2004). Moreover, 
it is well-established that "'[cjomprising' is a term of art used in claim language which 
means that the named elements are essential, but other elements may be added and 
still form a construct within the scope of the claim." Genentech, Inc. v. Chiron Corp., 
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112 F.3d 495, 501, 42 USPQ2d 1608, 1613 (Fed. Cir. 1997). 

In addition, for the purposes of searching for and applying prior art under 35 
U.S.C. §102 and §103, absent a clear indication in the specification or claims of what 
the basic and novel characteristics actually are, "consisting essentially of" will be 
construed as equivalent to "comprising." See, e.g., PPG Industries v. 
Guardian Industries . 156 F.3d 1351, 1355, 48 USPQ2d 1351, 1355 (Fed. Cir. 
1998) ("PPG could have defined the scope of the phrase 'consisting essentially of for 
purposes of its patent by making clear in its specification what it regarded as 
constituting a material change in the basic and novel characteristics of the invention."). 

As background, according to the specification, 

[t]he invention provides highly purified reagents for the detection of E. 
canis and E. chaffeensis antibodies and antibody fragments. In particular, 
the invention provides polypeptides having at least 85% identity, more 
preferably at least 90% identity, and still more preferably at least 96%, 
97%, 98%, or 99% identity to a polypeptide sequence shown in SEQ ID 
N0s:1-7. See Table 1. Polypeptides that do not comprise 100% identity to 
a polypeptide sequence shown in SEQ ID N0s:1-7 are considered 
"variants," and are considered polypeptides of the invention. 

Specification, page 5. 

Besides conservative amino acid substitution, variants of the present 
invention include: (I) substitutions with one or more of the non-conserved 
amino acid residues, where the substituted amino acid residues may or 
may not be one encoded by the genetic code; (ii) substitution with one or 
more of amino acid residues having a substituent group; (iii) fusion of the 
mature polypeptide with another compound, such as a compound to 
increase the stability and/or solubility of the polypeptide (e.g., 
polyethylene glycol); (iv) fusion of the polypeptide with additional amino 
acids, such as an IgG Fc fusion region peptide, a leader or secretory 
sequence, or a sequence facilitating purification. 
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Specification, pages 8-9. 

Claim 1 is directed to "a composition of matter comprising an isolated 
polypeptide consisting essentially of SEQ ID NO:2 or a phenotypically silent amino acid 
substitution variant thereof that specifically binds to an anti-Ehrlichia antibody." What is 
clear from the language of claim 1 is that appellants claim only amino acid substitution 
variants within the sequence of SEQ ID NO:2 which are phenotypically silent and that 
the claims do not encompass amino acid insertion or deletion variants within the 
sequence of SEQ ID NO:2. Furthermore, we construe the phrase "consisting 
essentially of in claim 1 , to be equivalent to the term "comprising" because appellants 
have not specifically defined the basic and novel characteristics of SEQ ID NO:1 in the 
patent application specification. Thus, while claim 1 does not include amino acid 
insertion or deletion variants within the sequence of SEQ ID NO:2, we interpret claim 1 
to include within its scope polypeptides with additional amino acids at either end of SEQ 
ID NO:2, such as a protein that binds an anti-Ehrlichia antibody. Further, consistent 
with the specification, we interpret "phenotypically silent amino acid substitution variants 
of SEQ ID NO:2" as variants having at least 85% sequence identity with SEQ ID NO:2. 
Specification, page 5. 

Written Description 

Claims 1-13 stand rejected under 35 U.S.C. 112, first paragraph for lack of 
written description. 
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Appellants' invention, claim 1, is directed to an isolated polypeptide consisting 
essentially of SEQ ID NO:2 or a phenotypically silent amino acid substitution variant 
thereof that specifically binds to an anti-Ehrlichia antibody. 

To support the rejection for lack of written description the examiner argues 

(Answer, pages 4-5), 

The specification broadly describes as a part of the invention a 
composition and an article of manufacture comprising the isolated 
polypeptide of SEQ ID No: 2 and variants thereof. The specification states 
that "variants in which amino acids of the polypeptides of the invention are 
substituted, deleted or added in any combination are contemplated by the 
invention". The specification also states " that naturally occurring variants 
and non-naturally occurring variants are included in the invention and may 
be produced by mutagenesis techniques or by direct synthesis" (page 7). 
Appellants] has [sic] broadly described the invention as embracing any 
substitution, insertion or deletion change of amino acids throughout the 
length of the polypeptide sequence. Variants of SEQ ID No:2 correspond 
to sequences from other species, mutated sequences, allelic variants, 
spliced variants, sequences that have a variant degree of identity 
(similarity, homology), and so forth. None of these sequences meet the 
written description provision of 35 U.S.C. 112, first, paragraph. The 
specification provides insufficient written description to support the genus 
encompassed by the claim. ... 

With the exception of SEQ ID NO:2, the skilled artisan cannot 
envision the detailed chemical structure of the encompassed polypeptide 
regardless of the complexity or simplicity of the method of isolation. 
Adequate written description requires more than a mere statement that it 
is part of the invention and reference to a potential method for isolating 
it.... 

Therefore, only SEQ ID NO: 2 but not the full breadth of the claim 
(or none of the sequences encompassed by the claim) meets the written 
description provision of 35 (JSC 112, first paragraph. The species 
specifically disclosed are not representative of the genus because the 
genus is highly variant. 
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In response, Appellants argue they have provided a representative number of 

species to support the written description of the pending claims and that the examiner 

has misinterpreted the scope of the claims, particularly claim 1 . Appellants argue 

(Brief, pages 9-11), 

In the instant case, the partial structure of claimed variants are known, 
i.e., sequences that having [sic] at least 85% identity to SEQ ID NO:2. 
See specification, page 5, lines 8-11. Therefore, variants have about 17 
amino acids in common with the 20 amino acid long SEQ ID NO:2. The 
specification also discloses 7 related sequences that are useful in the 
invention, which were discovered using phage display technology. See 
specification, page 6. When the sequence of SEQ ID NO:2 is compared to 
the sequences of SEQ ID NOs:1, and 3-7, highly conserved amino acids 
and partially conserved amino acids are revealed. 

Table 1 demonstrates that positions 3, 8, and 13 of SEQ ID NO:2 are 
highly conserved across the seven sequences (dark gray columns). 
Additionally, positions 1,4, 5, 6, 7, 9, 10, 1 1, 12, and 15 are partially 
conserved across the 7 sequences (light gray columns). That is, only 2 
different amino acids appear in these positions. For instance, only K or N 
appear as amino acids in position 1 across the seven sequences. One of 
skill in the art would recognize that variants should likely retain the amino 
acids at positions 3, 8, and 13 and that one of two amino acids should 
likely be present at positions 1 ,4,5,6, 7,9, 10, 11, 12, and 1 5. One of skill 
in the art would also recognize that amino acids at position 2, 14, and 16- 
20 could tolerate a greater range of amino acid substitutions. Therefore, 
the specification provides structural guidance for the claimed variants. 

Each of the claims recite that the isolated polypeptides specifically 
bind to an anti-Ehrlichia antibody. The physical properties and functional 
characteristics of the variants are disclosed in the instant specification. 
That is, the specification teaches that the variants specifically bind to an 
anti-Ehrlichia antibody and also teaches how to test if such variants 
specifically bind to an anti-Ehrlichia antibody. ... Methods of making the 
variants of SEQ ID NO:2 are well-known in the art and are described in 

the specification One of skill in the art could make and test variants of 

invention given the specification and the knowledge in the art. 

Therefore, one of skill in the art would recognize that applicant was in 
possession of the necessary common attributes of features of the 
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elements possessed by the members of the genus in view of the species 
disclosed because the partial structure, physical and/or chemical 
properties, functional characteristics, and methods of making the claimed 
variants is disclosed in the specification. 

"The 'written description' requirement serves a teaching function, ... in 
which the public is given 'meaningful disclosure in exchange for being excluded from 
practicing the invention for a limited period of time/" University of Rochester v. G.D. 
Searle & Co.. Inc. . 358 F.3d 916, 922, 69 USPQ2d 1886, 1891 (Fed. Cir. 2004) (citation 
omitted). Another "purpose of the 'written description' requirement is . . . [to] convey 
with reasonable clarity to those skilled in the art that, as of the filing date [ ], [the 
applicant] was in possession of the invention." * Vas-Cath Inc. v. Mahurkar . 935 F.2d 
1555, 1563-64, 19 USPQ2d 1111, 1117 (Fed. Cir. 1991). See also Enzo Biochem Inc. 
v. Gen-Probe Inc. . 296 F.3d 1316, 1329, 63 USPQ2d 1609, 1617 (Fed. Cir. 2002). The 
requirement is satisfied when the specification "set[s] forth enough detail to allow a 
person of ordinary skill in the art to understand what is claimed and to recognize that 
the inventor invented what is claimed." University of Rochester , 358 F.3d at 928, 69 
USPQ2d at 1896. Whether or not a specification satisfies the requirement is a question 
of fact, which must be resolved on a case-by-case basis ( Vas-Cath , 935 F.2d at 1562- 
63, 19 USPQ2d at 1116), and it is the examiner's "initial burden [to] present[ ] evidence 
or reasons why persons skilled in the art would not recognize in the disclosure a 
description of the invention defined by the claims" ( In re Wertheim . 541 F.2d 257, 263, 
191 USPQ 90, 97 (CCPA 1976)). 
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"[Applicants have some flexibility in the 'mode selected for compliance' with the 
written description requirement" ( University of Rochester , 358 F.3d at 928, 69 USPQ2d 
at 1896); it is well settled that actual reduction to practice is not necessary to satisfy the 
requirement (id,, at 926, 69 USPQ2d at 1894). In University of California v. Eli Lilly and 
Co. . 119 F.3d 1559, 43 USPQ2d 1398 (Fed. Cir. 1997), the court discussed the 
application of the written description requirement to inventions in the field of 
biotechnology, stating that "[a] written description of an invention involving a chemical 
genus, like a description of a chemical species, 'requires a precise definition, such as 
by structure, formula, [or] chemical name,' of the claimed subject matter sufficient to 
distinguish it from other materials." id, at 1567, 43 USPQ2d at 1405. The court also 
stated that 

a generic statement such as Vertebrate insulin cDNA' or 'mammalian 
insulin cDNA,' without more, is not an adequate written description of the 
genus because it does not distinguish the genus from others, except by 
function. It does not specifically define any of the genes that fall within its 
definition. It does not define any structural features commonly possessed 
by members of the genus that distinguish them from others. One skilled 
in the art therefore cannot, as one can do with a fully described genus, 
visualize or recognize the identity of the members of the genus. A 
definition by function, as we have previously indicated, does not suffice to 
define the genus because it is only an indication of what the gene does, 
rather than what it is. 



id, at 1568, 43 USPQ2d at 1406. The court concluded that "naming a type of material 
generally known to exist, in the absence of knowledge as to what that material consists 
of, is not a description of that material" (id,), but "[a] description of a genus of cDNAs 
may be achieved by means of a recitation of a representative number of cDNAs, 
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defined by nucleotide sequence, falling within the scope of the genus or of a recitation 
of structural features common to the members of the genus, which features constitute a 
substantial portion of the genus." JdL 

Subsequently, the court clarified that "[not] all functional descriptions of genetic 
material fail to meet the written description requirement," for example, "the written 
description requirement would be met for [a claim] ... if the functional characteristic . . . 
were coupled with a disclosed correlation between that function and a structure that is 
sufficiently known or disclosed." Enzo Biochem . 296 F.3d at 1324-25, 63 USPQ2d at 
1613. 

As indicated in the Brief at page 12, and as reiterated at the oral hearing, 
appellants argue their claims are limited to phenotypically silent or conservative amino 
acid substitution variants having 85% identity with SEQ ID NO:2, and do not include 
amino acid insertion or deletion variants within the sequence of SEQ ID NO:2. 

Here, we agree that all of the polypeptides in the claimed genus have a certain 
amount of structural commonality (all encode a polypeptide that is an amino acid 
substitution variant of SEQ ID NO:2, a polypeptide derived from E. canis), all 
polypeptides have at least 85% sequence identity with SEQ ID NO:2, and all encode 
proteins which have at least one defined functional characteristic, they specifically bind 
to anti-Ehrlichia antibody. Specification, page 1. 
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The specification would reasonably appear to describe methods of isolating and 
preparing polypeptides which are phenotypically silent amino acid substitution variants 
of SEQ ID NO:2 and to describe assays which confirm their ability to bind to anti- 
Ehrlichia antibodies. Specification, pages 7-8, and 16. Again, as explained in Lilly , a 
genus of polynucleotides can be described by a representative number of 
polynucleotides, defined by sequence, or sharing common structural features which 
constitute a substantial portion of the genus; and, as explained in Enzo, a genus may 
be described by means of a functional characteristic coupled with a disclosed 
correlation between that function and a known or disclosed structure. Whether the level 
of disclosure in the specification would have allowed one skilled in the art to recognize 
that the inventor invented what is claimed is a question of fact. The USPTO has 
summarized a number of factors. to be considered in making this determination; they 
include "the level of skill and knowledge in the art, partial structure, physical and/or 
chemical properties, functional characteristics alone or coupled with a known or 
disclosed correlation between structure and function, and the method of making the 
claimed invention." Guidelines for Examination of Patent applications Under the 35 
U.S.C. § 112, 1| 1 , "Written Description" Requirement, 66 Fed. Reg. 1099, 1106 (Jan. 5, 
2001). "Disclosure of any combination of such identifying characteristics that 
distinguish the claimed invention from other materials and would lead one of skill in the 
art to the conclusion that the applicant was in possession of the claimed species is 
sufficient." id 
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First we agree with the appellants that the examiner has misinterpreted the 
scope of claim 1 . We do not agree with the examiner's assertion that "Applicant has 
broadly described the invention as embracing any substitution, insertion or deletion 
change of amino acids throughout the entire length of the polypeptide sequence" of 
SEQ ID NO:2. Answer, page 4. Appellants' claims are limited to phenotypically silent 
amino acid substitution variants. Because the claim scope has not been properly 
interpreted by the examiner, the legal foundation on which the examiner's written 
description rejection rests, is not directly on point. Nor do we find that the examiner has 
sufficiently addressed appellants' arguments concerning claim scope or the 
specification's teaching of a representative number of species which generally support 
the written description of the subject matter of claim 1 . 

Thus, in our view, the examiner's has not provided sufficient evidence or 
arguments to establish a prima facie case of lack of written description or that one 
skilled in the art would not have recognized that appellants were in possession of what 
is claimed. Accordingly, the rejection is reversed. 

Enablement 

Claims 1-13 stand rejected under 35 U.S.C. 112, first paragraph for lack of 
enablement. 

"The scope of [patent] claims must be less than or equal to the scope of the 
enablement. The scope of enablement, in turn, is that which is disclosed in the 
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specification plus the scope of what would be known to one of ordinary skill in the art 
without undue experimentation." Nat'l Recovery . 166 F.3d 1 190, 1 196, 49 USPQ 2d 
1671, 1675 (Fed. Cir. 1999); see also In re Goodman . 11 F.3d 1046, 1050, 29 USPQ2d 
2010, 2013 (Fed. Cir. 1993) ("[T]he specification must teach those of skill in the art 
'how to make and how to use the invention as broadly as it is claimed'."); In re Fisher . 
427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970) ("[T]he scope of the claims must 
bear a reasonable correlation to the scope of enablement provided by the specification 
to persons of ordinary skill in the art."). Invitrogen Corp. v. Clonetech Laboratories. Inc. . 
429 F.3d 1052, 1070 (Fed. Cir. 2005). 

"It is well settled that patent applicants are not required to disclose every species 
encompassed by their claims, even in an unpredictable art. In re Angstadt, 537 F.2d 
498, 502-03, 190 USPQ 214, 218 (CCPA 1976). However, there must be sufficient 
disclosure, either through illustrative examples or terminology, to teach those of 
ordinary skill how to make and how to use the invention as broadly as it is claimed. This 
means that the disclosure must adequately guide the art worker to determine, without 
undue experimentation, which species among all those encompassed by the claimed 
genus possess the disclosed utility." In re Vaeck . 947 F.2d 488, 493, 20 USPQ2d 
1438, 1442 (Fed. Cir. 1991). 

It is the examiner's position that (Answer, pages 6-7) 

The specification is enabling only for the polypeptides of SEQ ID NO:2. 
The specification states that "variants in which amino acids of the 
polypeptides of the invention are substituted, deleted or added in any 
combination are contemplated by the invention". The specification also 
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states "that naturally occurring variants and nonnaturally occurring 
variants are included in the invention and may be produced by 
mutagenesis techniques or by direct synthesis" (page 7). The 
specification teaches that there are many tolerable and conservative 
amino acid substitutions which can be made that are not critical to protein 
function (pages 7-9). There is no guidance provided as to which amino 
acids can be added, deleted or substituted and the polypeptide would 
retain its biological function. The scope of the claims is not commensurate 
with the enablement provided by the disclosure with regard to the 
extremely large number of polypeptides broadly encompassed by the 
claims and the claims broadly encompass a significant number of 
inoperative species. ... However, the problem of the prediction of 
polypeptide structure from mere sequence data of a single polypeptide 
and in turn utilizing predicted structural determinations to ascertain 
functional aspects of the polypeptide and finally what changes can be 
tolerated with respect thereto is extremely complex and outside of the 
realm of routine experimentation. 

... One skilled in the art would not expect any tolerance to modifications, 
e.g., multiple substitutions. The sequence of some polypeptides is highly 
conserved and one skilled in the art would not expect tolerance to any 
amino acid modification in such polypeptides. 

As discussed above with respect to the written description rejection, in our view 
the examiner has misinterpreted the claims, arguing they encompass all variants of 
SEQ ID NO:2, including amino acid insertion and deletion mutants within the sequence 
of SEQ ID NO:2. What is clear from the language of claim 1 is that appellants claim 
only phenotypically silent amino acid substitution variants and that the claims do not 
encompass amino acid insertion or deletion variants within the sequence of SEQ ID 
NO:2. 

In our view, the examiner has not established a prima facie case of lack of 
enablement based on the properly interpreted claim scope. Moreover, appellants argue 
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(Brief pages 12-13) that the specification provides a structural description of the 
claimed variants, and provides information regarding conserved amino acids in the 
claimed sequence. It is the appellants' position that the specification provides one of 
ordinary skill in the art with the necessary information to make phenotypically silent 
amino acid substitution variants of SEQ ID NO:2, having at least 85% identity with SEQ 
ID NO:2, and which maintain their binding ability to anti-Ehrlichia antibody without 
undue experimentation. We do not find that the examiner has properly addressed 
these arguments of appellants or provided sufficient evidence of lack of enablement or 
inoperative embodiments within the relevant claim scope. 

The rejection of the claims for lack of enablement is reversed. 
Anticipation 

Claims 1-13 stand rejected under 35 U.S.C. §102(a), as anticipated by Rikihisa. 
Our interpretation of the claim language for purposes of 35 U.S.C. § 102 is set 
forth in the claim interpretation section above. 

The examiner argues Rikihisa evidences "immunogenic compositions comprising 
the isolated polypeptide of SEQ ID NO:2 and pharmaceutical^ acceptable adjuvants 
(page 12). Rikihisa et al teach an antigen (i.e. isolated polypeptide) used in a Western 
immunoblot analysis and a dot blot analysis to detect the presence of antibody to E. 
can/s (page 17). The polypeptide of SEQ ID No: 2 is disclosed in Figure 19B." Answer, 
pages 8-9. 
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Appellants argue (Brief, pages 13-14) 

The claims are drawn to compositions and articles of manufacture 
comprising an isolated polypeptide consisting essentially of SEQ ID NO:2 
and conservative amino acid substitution variants and phenotypically 
silent amino acid variants thereof. The transitional phrase "consisting 
essentially of limits the scope of a claim to the specified materials or 
steps "and those that do not materially affect the basic and novel 
characteristic(s) of the claimed invention." See, In re Herz, 190 USPQ 
461 ,463 (CCPA 1 976) (emphasis in original); MPEP §2111 .03. 

The claims recite an isolated E. canis polypeptide, ie., a portion or 
fragment of the whole protein . Rikihisa does not teach or suggest 
polypeptide portions or fragments. 

Appellants also argue that the "claimed isolated polypeptides can be used as 
reagents in assays that provide greater sensitivity than the reagents taught in Rikihisa 

(i.e., whol e, recombinant proteins). See declaration of Dr. Chandrashekar, paragraphs 
2- 3 and 6-7 (of record; copy attached in Appendix B)." Brief, page 14. Appellants 
further assert that "Rikihisa does not teach or suggest the claimed isolated polypeptides 
and does not teach or suggest any portions or fragments of the full-length proteins that 
would specifically bind an anti-Ehrlichia antibody." ]d. Appellants argue "the addition of 
amino acids to the claimed isolated polypeptides so they encompass the whole proteins 
of Rikihisa would materially affect the basic and novel characteristics of the 
polypeptides. That is, use of full-length proteins would result in assays that are less 
sensitive than those disclosed in the instant specification. As such, the claims cannot 
be read so that the whole proteins of Rikihisa encompass the claimed isolated 
polypeptides." id. 
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However, upon review of the specification we do not find that appellants have 
attributed a specific meaning to the phrase "consisting essentially of as used in the 
claims or that they have identified any basic and novel characteristics of SEQ ID NO:2, 
other than the characteristic that it binds anti-Ehrlichia antibody. Therefore, absent a 
clear indication in the specification or claims of what the basic and novel characteristics 
of SEQ ID NO:2 actually are, the "consisting essentially of in claim 1 will be construed 
as equivalent to "comprising." See, e.g., PPG Industries . 75 F.3d 1558, 1564, 37 
USPQ2d 1618, 1623 (Fed. Cir. 1996). While we note appellants' argument and 
Declaration under 37 CFR 1.132, that the "addition of amino acids to the claimed 
isolated polypeptides so that they encompass whole Ehrlichia proteins would materially 
affect the basic and novel characteristics of the polypeptides" and that the claimed 
polypeptides exhibited a greater sensitivity and specificity than whole, partially purified 
Ehrlichia proteins, we do not agree with appellants' claim interpretation. Reply Brief, 
pages 15-16. 

When we construe the term "consisting essentially of" as equivalent to 
"comprising" for purposes of determining whether the sequence of SEQ ID NO:2 reads 
on the whole protein described by Rikihisa, we answer this question in the affirmative. 

Thus, we find that Claim 1 of the present application reads on the prior art, whole 
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Ehrlichia proteins of Rikihisa (Fig. 19B). 2 

Therefore, we affirm the rejection of claims 1-13 as anticipated by Rikihisa. 

Claim Indefiniteness 

Claims 1-9 stand rejected under 35 U.S.C. 112, second paragraph, for claim 
indefiniteness. 

A claim is definite if "one skilled in the art would understand the bounds of the 
claim when read in light of the specification." Personalized Media Communications. LLC 
v. ITC , 161 F.3d 696, 705 (Fed. Cir. 1998). Claims are indefinite "if reasonable efforts 
at claim construction prove futile," that is, if a claim "is insolubly ambiguous, and no 
narrowing construction can properly be adopted." Exxon Research & Enq'q Co. v. 
United States . 265 F.3d 1371, 1375 (Fed. Cir. 2001). Even if it is a formidable task to 
understand a claim, and the result not unanimously accepted, as long as the 
boundaries of a claim may be understood it is "sufficiently clear to avoid invalidity [for] 
indefiniteness." Id. at 1375. Invitroqen Corp. v. Biocrest Manufacturing . 424 F.3d 1374, 
1383; 76 USPQ2d 1741, 1746-1747 (Fed. Cir. 2005). 



2 Compare, In re Crish . 393 F.3d 1253, 1256, 73 USPQ2d 1364, 1367 (Fed. Cir. 
2004) [the reasonable interpretation of the claims containing both of the terms 
"comprising" and "consists" is that the term "consists" limits the "said portion" language 
to the subsequently recited numbered nucleotides, but the earlier term "comprising" 
means that the claim can include that portion plus other nucleotides. Read in context, 
the claims thus do not preclude a DNA sequence having additional nucleotides.] 
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The examiner argues that claims 1-9 are indefinite because the claims recite 
"phenotypically silent substitutions variants". The examiner finds "It is unclear as to 
what the Applicant is referring?" Answer, page 10. 

Appellants respond, arguing (Brief, pages 15-16) 

[o]ne of skill in the art would understand the meaning of phenotypically 
silent amino acid substitution variants given the specification. The 
specification teaches phenotypically silent amino acid substitution variants 
and how to identify such variants at, inter alia, page 7, line 10 through 
page 9, line 7. In particular, the specification teaches that a 
phenotypically silent amino acid substitution is an amino acid substitution 
that has little effect on activity of the variant polypeptide. One of skill in the 
art would understand, in light of the specification and the state of the art, 
that variants of SEQ ID NO:2 that have about the same biological activity 
of a polypeptide of SEQ ID NO:2 are encompassed by "phenotypically 
silent amino acid variants". Additionally, the claims recite that a 
phenotypically silent amino acid variant specifically binds an anti-Ehrlichia 
antibody. One of skill in the art would further understand what is claimed 
because the claim provides functional language for the variants, which is 
described in detail in the specification. 

Appellants argue that the "specification teaches that a phenotypically silent 
amino acid substitution is an amino acid substitution that allows the variant to maintain 
specific binding activity of the polypeptide to anti-Ehrlichia antibody or antibody 
fragments." Specification, pages 7-8; Reply Brief, page 18. Appellants proffer the 
publication of Bowie et al, Science . Vol. 247, pp. 1306-1310 (1990) [of record] to 
support the position that one of ordinary skill in the art would readily understand the 
meaning of the term "phenotypically silent". Bowie discusses the effects of 
"approximately 1,500 single amino acid substitutions at 142 positions in the lac 
repressor ..[and] found that about one-half of all substitutions were phenotypically 
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silent." 

In view of the discussion in the specification and use of the term in a prior art 
publication, we agree with appellants that one of ordinary skill in the art would 
understand the meaning of the term "phenotypically silent" upon reading the 
specification. We do not find the meaning of the term to be so "insolubly ambiguous" 
as to be unable to discern its meaning upon review of the specification. 

In view of the above, we do not find the examiner has presented sufficient 
evidence or argument to establish a prima facie case of claim indefiniteness. The 
rejection of the claims for indefiniteness is reversed. 

CONCLUSION 

Therefore, we reverse the rejection of the claims for lack of written description, 
lack of enablement and claim indefiniteness. We affirm the rejection of the claims for 
anticipation. 
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No time period for taking any subsequent action in connection with this appeal 
may be extended under 37 CFR § 1.136(a). 

AFFIRMED 

DEMETRA4. MILLS 
Administrative Patent Judge 
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